EFPIA Japan

Unlocking tomorrow’s cure

Message from Chair of European
Federation of Pharmaceutical Industries
and Associations, Japan (EFPIA Japan)
First of all, I would like to express my sincere appreciation to all the
people who are devoting themselves to the front line of treatment and
vaccination amid the COVID-19 pandemic.
  Ǧ  ǡ      Ƥ
healthcare needs, while also responding to urgent public health
challenges as a result of the COVID-19 pandemic.
EFPIA Japan is fully committed to providing innovative medications to improve the health and quality of
life (QOL) of patients in Japan. As the Chair of EFPIA Japan I will make the most of my experience
ƥ   Ƥ  
Japan.
Established in April 2002, EFPIA Japan represents 23 R&D-based European pharmaceutical companies
operating in Japan. Combined sales of its member companies account for about a quarter of the total
pharmaceutical sales in the Japanese market and they generate about a third of all the new drugs
launched recently in Japan. EFPIA Japan will continue working passionately in order to best contribute
to healthcare and above all to support patients in Japan by delivering the expertise and insights of
innovation-seeking European pharmaceutical companies.
EFPIA Japan is actively engaged in dialogue with the Japanese government and other stakeholders on
important topics such as healthcare reform to maintain the universal health insurance system in this
super-ageing society, new healthcare models that incorporate digital technologies and communityǦ   Ƥ  Ǥ
In particular, we make contributions to the policy debate with an aim to achieve the following outcomes:
•Increase incentives for innovative treatments and vaccines to improve the quality of healthcare in
Japan, and ensure patient access to them
•Maintain the predictivity and stability of National Health Insurance drug pricesand thereby
encourage the development and introduction of new drugs
•Ensure that all business operations are conducted in accordance with legal, ethical, and compliance
requirements
Through policy recommendations to help achieve these outcomes and
 ơ ǡ  
Japan will continue to be committed to ensuring a stable supply of
medicines and vaccines, and enhancing its contribution to patients in
Japan amid this current public health emergency.

Takahiko Iwaya
EFPIA Japan Chair
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EFPIA Japan Member Companies (Total 23 Companies)
* Alexion Pharma G.K.
* AstraZeneca K.K.
* Bayer Yakuhin, Ltd.
* Bracco-Eisai Co., Ltd.
* CHUGAI PHARMACEUTICAL CO., LTD.
* CSL Behring K.K.
* Ferring Pharmaceuticals Co., Ltd.
* GE Healthcare Pharma Limited

Employment by EFPIA
member companies (2021)

* Genmab K.K.
* GlaxoSmithKline K.K.
* Guerbet Japan KK
* Idorsia Pharmaceuticals Japan Ltd.
*  ƥ 
* JANSSEN PHARMACEUTICAL K.K.
* LEO Pharma K.K.
* Lundbeck Japan K.K.

EFPIA Member Companies in
Japan Sales (2021)

26%
approx

74%

approx 28,079

Source: EFPIA Japan figures

10.6

* Merck Biopharma Co., Ltd.
* NIHON SERVIER COMPANY LIMITED
* Nippon Boehringer Ingelheim Co., Ltd.
* Novartis Pharma K.K.
* Novo Nordisk Pharma Ltd.
* ƤǤǤ
* UCB Japan Co., Ltd.

Number of Newly Listed Drugs
(2019-2021)
EFPIA Japan member
companies

EFPIA Japan member
companies

46 ingredients

approx 2.8 trillion yen
(based on company sales
figures)

Total

71.8%

trillion yen

Other

Source:■IQVIATM Pharmaceutical market Data period: 2021
■EFPIA-J sales: EFPIA Japan figures

163

28.2 %

ingredients

Other

Source: EFPIA-Japan figures are based on data provided by
the Central Social Insurance Medical Council.
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Activities of EFPIA Japan
EFPIA Japan is focusing on the following activities
1. Propose evidence-based policies which ensures appropriate evaluation of innovation and incentivizes investment on
development in the discussions on the drug pricing system reform.（Pricing & Economics Committee）
2. Aspire to achieve appropriate evaluation of the value of innovation and improve patient access to innovative drugs in
Japan by seeking a cost effectiveness evaluation approach that is suited to the Japanese drug pricing system and
promoting public-private dialogues while sharing good practices in other countries. (Access Committee)
3. By encouraging the activation of patient group activities in Japan and appropriately reflecting the voices of patients in
the medical system, we support the development of a better medical environment surrounding patients.Strengthen
cooperation with Japanese patient groups that are active in various disease areas by exchanging information with
patient groups and providing educational opportunities to them.（Patient Committee）
4. Improve the regulations as well as development and evaluation techniques that affect the innovative pharmaceutical
industry and the implementation of those regulations. The aim is to ensure the rapid access by Japanese patients to
safe and effective treatments.（Technical Committee）
5. Conduct activities from the viewpoints of legal affairs, ethics and compliance to enable member companies to flexibly
adapt with the various environmental changes for the purpose to further promote business compliance and integrity in
the pharmaceutical industry in Japan.（Governance & Legal Committee）
6. In order to advocate to all stakeholders the importance of appropriate evaluation of innovation and further improvement
of regulation to bring innovative drugs to patients in Japan as fast as possible. Develop and execute strategic advocacy
plan in collaboration with other EFPIA Japan committees as well as with other industry associations. Generate
impactful and consistent messages across keycommittees to drive our EFPIA agenda.（Messaging & Advocacy
Committee）
7. Improve stakeholder understanding and contribute to the fulfilment of EFPIA Japan’s mission, enhancement of its
presence and advocacy of its policy recommendations through effective communications of EFPIA Japan’s positions
and initiatives.（Communications Committee）
8.Improvement the predictability of the vaccine market（Utilizing other 3 industries group power）
. Review of measures to
ensure a stable supply of vaccines through discussions between Government and industrial groups（with
PhRMA/JPMA/JAVI）
. Establishment of a preventive vaccination promotion system.（Vaccine Working Group）
9.Promote patient access and regulatory harmonization regarding blood products through dialogues with policy
stakeholders and raise EFPIA Japan profile as a trusted partner to various stakeholders related to the Blood Law.
（Blood Products Working Team）

EFPIA Japan offers a patient group support program “PASE”
Patient Advocacy Support by EFPIA Japan (PASE)
is our initiative to support further development of
the healthcare environment surrounding patients by
encouraging revitalization of patient group activities
in Japan so that their voice is appropriately reflected.
We will make our best efforts to ensure “patient-centered
healthcare” in Japan by supporting patient groups
that contribute to development.

3rd PASE award ceremony (September 27, 2019)
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Innovation contributes to save more
patients
Medicines are some of the most powerful tools in treating and curing diseases

95%
94%
37%
21%

of the 15 million patients in Europe living with HEPATITIS C can
be cured through an 8-12 week course of treatment
Since 1991 there has been a 94% reduction in age-standardised
death rates for patients living with HIV in France
Between 2000 and 2012, the death rate from
CARDIOVASCULAR DISEASE fell 37% in the EU5
Since 1991 there has been a 21% reduction in mortality rates
from all CANCERS

Innovation in Numbers
With more than 7000 medicines in development, the exciting new waves of medical innovation and technology are playing
a key role in addressing the challenges faced by patients and healthcare system.

Alzheimer’s treatments:
Seeking to breakdown or inhibit the
formation of protein plaques, helping to
delay the onset and progression of
Alzheimer’s disease

Cancer

4,621

Neurological
disorders

1,778

Antibiotic treatments:
Neutralise highly pathogenic bacterial surface protein or secreted
toxins and activate the Immune system to kill the bacteria directly
Infectious
diseases

1,603

Immunological Cardiovascular
disorders
diseases

1,157

642

Diabetes
mellitus

Psychiatric
disorders

482

261

HIV/AIDS

CAR-T therapies:

Cell therapy:

CAR-T cells that have been genetically modified to allow
the T cell to recognize and destroy tumour cells

Insertion of living cells into patients to repair damaged
tissue, in order to facilitate improved organ or tissue
functionality

186

Combination therapies:
Increasing quality and quantity of life by combining
targeted cancer treatments to increase their effectiveness

Source：EFPIA Material(ADDRESSING HEALTHCARE CHALLENGES: Novel Pricing and Payment Models: New Solutions to improve patient access, July 2020)
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EFPIA Japan’s mission is to provide
safe and effective treatments to patients

Preclinical
studies

Application for approval

Drug
discovery
research

Clinical trial notification

It takes 10 to 15 years on average
and approximately 260 billion yen
for a new drug to be on the market.
Furthermore, compounds tested in
Phase I studies as drug candidates
have less than 12% chance of being
delivered to patients.
Even though pharmaceutical
companies make serious investment
in research and clinical studies,
many of the compounds result in
failure in the development phases.

Exploratory research

Developing a new drug requires a long time and a great amount of investment

Clinical
studies

Phase I

3 - 6 years

Phase II

Review for Manufacturing
/Stock
approval
securement

Post-marketing
surveys

0.50.5〜2年
- 2 years

…

Phase III

6 - 7 years

Reference: Innovation in the pharmaceutical industry: New estimates of R&D, Journal of Health Economics 47, 2016

Pharmaceutical R&D expenditure in Europe, USA and Japan
(Million of national currency units*), 1990-2020
70,000

72,412

64,357

60,000

Europe
50,000
40,688

40,000

USA

39,656

Japan

27,920

30,000
17,849

20,000
10,000

37,880

7,766

0,000

6,803

1990

21,364
13,392
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7,462

13,216

5,161
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*Note: Europe: € million; USA: $ million; Japan: ¥ million x 100

2019

EFPIA/PhRMA* member companies
contribute to each region by conducting
many clinical trials across all prefectures
of Japan

825 (21% increase from FY 2013)
CLINICAL TRIALS**

18,095 (55% increase from FY 2013)

2020

6RXUFH()3,$0DWHULDO 7KH3KDUPDFHXWLFDO,QGXVWU\LQ)LJXUHV.H\'DWD

16+

DISEASE AREAS
Allergic diseases
Infections
Cancer
Ocular disorders
Musculoskeletal system disorders
Hematological disorders
Respiratory disorders
Circulatory disorders

Digestive disorders
Metabolic disorders
Immunological disorders
Central nervous disorders
Urological disorders
Skin disorders
Orphan diseases
Other

SITES***
■ 201■ 101 - 200
■ 31 - 100
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: Clinical. Gov (2015 data)
*** Pharmaceutical Research and Manufacturers of America
*** Figures do not include Post Marketing Surveillance
*** Individual site participating in multiple trials are counted multiple times

EFPIA Japan aims to maintain a healthy medical
system and to secure patients’ access to medicine
through dialogues with the society
EFPIA member companies have extensive experience on the use of Health Technology
Assessment (HTA) in EU countries and various issues resulting from such use. EFPIA Japan
calls for continuous efforts to review the CEA scheme by the government, and propose the
following principles
1. CEA should NOT be used for reimbursement decisions
2. CEA should be used only as a complementary tool for drug pricing and reimbursement systems
3. The ethical and social values of pharmaceuticals should be evaluated from a long-term perspective
4. All stakeholders in the CEA processes should be involved in a transparent manner

Medical expenses to GDP ratio in OECD (2019)

National medical expenses and
pharmaceutical expenses
(trillion ¥)
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Source: OECD “Health at a Glance 2021”
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Source: Central Social Insurance Medical Council on July 20, 2022

Drug cost is well controlled. With further cost controlling measures, market will
decrease by CAGR-1.5% *1
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Ox *2
LLP (b) *2

LLP (a) *2
Gx *2
Others

*1: Assumption: Continuation of price maintenance premium achievement to 80%Gx rate, annual price revision for LLP and Gx with large deviation etc. Consumption tax rate was
fixed at 8% through the forecast period
*2: OX: Original products, LLP (a): generic drugs launched before March 2016, LLP (b): generic drugs launched after April 2016, or planned to be launched Gx: Generic products
Source: The result from EFPIA-Japan and IQVIA joint simulation project
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EFPIA Japan is supporting global development of
new drugs to deliver innovative
new drugs to Japanese patients without any delay
Status of development in 2016

Development in Japan
1200

Introduction of the additional calculation
system for new drug discovery

N=189,
30%
N=418,
67%
N=17,
3%

■ Clinical studies in Japan
■ Clinical studies in Asia
■ Global clinical studies

Number of the items under
development in Japan
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Average
annual growth
rate: 11.1%

800

Average annual
growth rate: 2.3%
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■ Preclinical ■ Phase I ■ Phase II ■ Phase III
Source: a joint survey by PhRMA and EFPIA

EFPIA Japan Office
Tokyo Opera City Tower, 3-20-2, Nishi Shinjuku, Shinjuku-ku, Tokyo 163-1488 (Office established in Sanofi K.K.)
Tel: 03-6301-4094
Email: info@efpia.jp URL: http://www.efpia.jp/
(Updated in September 2022)

